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illuminators for endoscopes, incandes-
cent endoscope lamps, biliary
pancreatoscopes, proctoscopes, resecto-
scopes, nephroscopes, sigmoidoscopes,
ureteroscopes, urethroscopes, endo-
magnetic retrievers, cytology brushes
for endoscopes, and lubricating jelly
for transurethral surgical instruments.
This section does mnot apply to
endoscopes that have specialized uses
in other medical specialty areas and
that are covered by classification regu-
lations in other parts of the device
classification regulations.

(b) Classification. (1) Class II (per-
formance standards).

(2) Class I for the photographic acces-
sories for endoscope, miscellaneous
bulb adapter for endoscope, binocular
attachment for endoscope, eyepiece at-
tachment for prescription lens, teach-
ing attachment, inflation bulb, meas-
uring device for panendoscope, photo-
graphic equipment for physiologic
function monitor, special lens instru-
ment for endoscope, smoke removal
tube, rechargeable battery box, pocket
battery box, bite block for endoscope,
and cleaning brush for endoscope. The
devices subject to this paragraph (b)(2)
are exempt from the premarket notifi-
cation procedures in subpart E of part
807of this chapter, subject to the limi-
tations in §876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996; 66 FR 38801, July 25,
2001]

§876.1620 Urodynamics measurement
system.

(a) Identification. A urodynamics
measurement system is a device used
to measure volume and pressure in the
urinary bladder when it is filled
through a catheter with carbon dioxide
or water. The device controls the sup-
ply of carbon dioxide or water and may
also record the electrical activity of
the muscles associated with urination.
The device system may include trans-
ducers, electronic signal conditioning
and display equipment, a catheter
withdrawal device to enable a urethral
pressure profile to be obtained, and
special catheters for urethral
profilometry and electrodes for
electromyography. This generic type of
device includes the cystometric gas
(carbon dioxide) device, the

§876.1735

cystometric hydrualic device, and the
electrical recording cystometer, but
excludes any device that uses air to fill
the bladder.

(b) Classification. Class II (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to §876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 63
FR 59228, Nov. 3, 1998]

§876.1725 Gastrointestinal
monitoring system.

(a) Identification. A gastrointestinal
motility monitoring system is a device
used to measure peristalic activity or
pressure in the stomach or esophagus
by means of a probe with transducers
that is introduced through the mouth
into the gastrointestinal tract. The de-
vice may include signal conditioning,
amplifying, and recording equipment.
This generic type of device includes the
esophageal motility monitor and tube,
the gastrointestinal motility (elec-
trical) system, and certain accessories,
such as a pressure transducer, ampli-
fier, and external recorder.

(b) Classification. Class II (perform-
ance standards).

§876.1735 Electrogastrography system.

(a) Identification. An
electrogastrography system (EGG) is a
device used to measure gastric
myoelectrical activity as an aid in the
diagnosis of gastric motility disorders.
The device system includes the exter-
nal recorder, amplifier, skin electrodes,
strip chart, cables, analytical software,
and other accessories.

(b) Classification. Class II (Special
Controls). The special controls are as
follows:

(1) The sale, distribution and use of
this device are restricted to prescrip-
tion use in accordance with §801.109 of
this chapter.

(2) The labeling must include specific
instructions:

(i) To describe proper patient set-up
prior to the start of the test, including
the proper placement of electrodes;

(ii) To describe how background data
should be gathered and used to elimi-
nate artifact in the data signal;

(iii) To describe the test protocol (in-
cluding the measurement of baseline

motility
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§876.1800

data) that may be followed to obtain
the EGG signal; and

(iv) To explain how data results may
be interpreted.

(3) The device design should ensure
that the EGG signal is distinguishable
from background noise that may inter-
fere with the true gastric myoelectric
signal.

(4) Data should be collected to dem-
onstrate that the device has adequate
precision and the EGG signal is repro-
ducible and is interpretable.

[64 FR 51444, Sept. 23, 1999]

§876.1800 Urine flow or volume meas-
uring system.

(a) Identification. A urine flow or vol-
ume measuring system is a device that
measures directly or indirectly the vol-
ume or flow of urine from a patient, ei-
ther during the course of normal urina-
tion or while the patient is catheter-
ized. The device may include a drip
chamber to reduce the risk of retro-
grade bacterial contamination of the
bladder and a transducer and electrical
signal conditioning and display equip-
ment. This generic type of device in-
cludes the electrical urinometer, me-
chanical urinometer, nonelectric uri-
nometer, disposable nonelectric urine
flow rate measuring device, and
uroflowmeter.

(b) Classification. (1) Class II (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to §876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996; 63 FR 59228, Nov. 3,
1998]

Subpart C—Monitoring Devices

§876.2040 Enuresis alarm.

(a) Identification. An enuresis alarm
is a device intended for use in treat-
ment of bedwetting. Through an elec-
trical trigger mechanism, the device
sounds an alarm when a small quantity
of urine is detected on a sensing pad.
This generic type of device includes
conditioned response enuresis alarms.

(b) Classification. Class II (special
controls). The device is exempt from
the premarket notification procedures
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in subpart E of part 807 of this chapter
subject to §876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 63
FR 59228, Nov. 3, 1998]

Subpart D—Prosthetic Devices

§876.3350 Penile inflatable implant.

(a) Identification. A penile inflatable
implant is a device that consists of two
inflatable cylinders implanted in the
penis, connected to a reservoir filled
with radiopaque fluid implanted in the
abdomen, and a subcutaneous manual
pump implanted in the scrotum. When
the cylinders are inflated, they provide
rigidity to the penis. This device is
used in the treatment of erectile impo-
tence.

(b) Classification. Class III (premarket
approval).

(c) Date premarket approval application
(PMA) or notice of completion of a prod-
uct development protocol (PDP) is re-
quired. A PMA or a notice of comple-
tion of a PDP is required to be filed
with the Food and Drug Administra-
tion on or before July 11, 2000, for any
penile inflatable implant that was in
commercial distribution before May 28,
1976, or that has, on or before July 11,
2000, been found to be substantially
equivalent to a penile inflatable im-
plant that was in commercial distribu-
tion before May 28, 1976. Any other
penile inflatable implant shall have an
approved PMA or a declared completed
PDP in effect before being placed in
commercial distribution.

[48 FR 53023, Nov. 23, 1983, as amended at 52
FR 17738, May 11, 1987; 65 FR 19658, Apr. 12,
2000]

§876.3630 Penile rigidity implant.

(a) Identification. A penile rigidity
implant is a device that consists of a
pair of semi-rigid rods implanted in the
corpora cavernosa of the penis to pro-
vide rigidity. It is intended to be used
in men diagnosed as having erectile
dysfunction.

(b) Classification. Class II. The special
control for this device is the FDA guid-
ance entitled ‘‘Guidance for the Con-
tent of Premarket Notifications for
Penile Rigidity Implants.”

[656 FR 4882, Feb. 2, 2000]
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